AppV/Na 09/776,913 



REMARKS/ARGUMENTS 

Ix is believed that the statement "Claims 2-14 are pending" appearing at the top of page 2 of the 
Office Action, is a clerical error. Accordingly, Applicant respectfully requests that the record be 
amended to show that claims 1-14 are pending or alternatively, that the Examiner clarify why 
claims 2-14 are pending as stated. 

Objection under 37 CFR 1.75(c) 

The Examiner has objected to claims 1 1 to 14 as being of improper dependent form for failing to 
further limit the subject matter of a previous claim. Applicant respectfully submits that these 
claims have a proper dependent form in view of new claim 23 and arguments presented below 
traversing the 35 USC §1 02(e) rejection of claim 2. 

Rejection under 35 USC §112 

Claims 9 and 10 have been rejected on the basis of a lack of antecedent for the limitation "The 
concentration of HO-1 mRNA". This limitation has been replaced with "the concentration of 
HO-1 encoding nucleotide sequence which finds an antecedent basis in claims 3 and 4 from 
which each of claims 9 and 10 depends, respectively. Two new claims 21 and 22 have been 
added which depend from claims 9 and 10, respectively, which further define the HO-1 encoding 
nucleotide sequence as "mRNA" 

Rejection under 35 USC \102(e) 

The Examiner has applied U.S. Patent No. 5,888,982 (issued March 30, 1999) by Perrella et aL, 
alleging that the subject matter of claims 1 and 2 is anticipated by this reference. According to 
the Examiner, the Perrella et al reference discloses a HO-1 specific antibody linked to a 
detectable label and a HO-1 promoter sequence linked to a reporter gene, each of which is 
alleged to be a "means for determining" HO-1 protein or nucleotide sequence concentrations. In 
addition, the Examiner has cited re Haller as the authority in U.S. case law for establishing that 
printed matter for using a known product does not lend patentable distinction to a claimed 
invention. 

Claim 1 has been cancelled and a new claim 23 added. 

MPEP §2131 provides that: 

"A claim is anticipated only if each and every element as set forth in the claim is 
found, either expressly or inherently described in a single prior art reference." 
Verdegaal Bros. K Union Oil Co. of California, 814 F.2d 628, 631, 
2 USPQ2d 1051, 1053 (Fed. Cir. 1987). "The identical invention must be shown 
in as complete detail as contained in the . . . claim," [Emphasis added.] 
Richardson v. Suzuki Motor Co., 868 F.2d 1226, 1236, 9 USPQ2d 1913, 1920 
(Fed. Cir. 1989). The elements must be arranged as required by the claim. 



5 



PAGE 8/12 * RCVD AT 12/23/2003 4:05:09 PM [Eastern Standard Time] * SVR:USPT0-EFXRM/9 * DN)S:8729306 * CSID:+ * DURATION (mm-ss):03'38 



ApjpL No. 09/776,913 



Moreover, referring to the Examiner's statement that "printed matter" i e in*™™* * • 

SES? y J f^* 4, ' 35 m * e Present case ' 1116 "P rinted raatter " conveys a LeTmethod for 

"* ^ is <— * operation of the «£ponento tftt 

21^ ^ Phnted by itS6lf iS n0t patentable ma «^ °«*use non- 

statutory, is no reason for ignoring it when the claim is directed to a combfeatZ 

In the present invention, the instructions convey meaningful information for using the 
components of the commercial package in a manner thScan be ocJ^^Sictkm 
djag^oasorp^^^ Accordmgly, diSc^ b^eefthe 

distinction to an invention, e.g. U.S Patent No 6smr> "" lcreiore ie no patentable 

MPEP §2121 .01 also provides that: 

l^tl^T^ *« qu-ntnm of prior art disclosure which is necessary to declare 

mV T° n ** n0Vd ' 01 <antid P ated ' action 102, the s£S 
R»t is whether areference contains an 'enabling disclosure* - In re 

Hoeksema, 399 F.2d 269, 158 USPQ 596 (CCPA 1968). [Empnasis added ] A 

reference contains an enabling disclosure if the public was in possession of the 

o^Zi^l^ ** ° f±e iDVenti0Q - " S ** Possession ? S effe«ed if 
one of ordinary skiU m the art could have combined the publication's descrijZn 
of the mvention with his [or her] own knowledge to make the claimed tav2ET» 
/«^i)a» 0 A« e> 766 R2d53l,226USPQ6l9(Fed.Cir. 1985). mventl0n ' 

IS? ? aA discloS f S methods f or preventing sepsis-associated hypotension in a mammal 
mcludmg an v lv * diagnostic assay for identifying a mammal at risk of developiSS Tho 
reference further describes that the underlying pathological basis of sepsis-assS 
^"^^ along with a concomitant increase in 

twl?T 1 Carb °f m0^OXlde • tocreased levels 411 ca *°n ^noxide in turn contSsTo 
?^t^ °V^? ne h ™*> pension. As such, the methodsdTsclosS I by 
PerrellaeM/. rely on the discovery that levels of the HO-1 in the vascular tissueofthe 
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methods forpreventingsepsis-as^Sh^nt k "* Wth th * ■» Closed 

orHO-l eiuymatic activity associated hypotension by selectively inhibiting HO-1 expression 

^r 0 ^ of HO-1 as a systemic biological 

distinctly different biochemical andXbloS £^ eIopment whi <* » Pleated on 
hypotension. One study does nSb^u^ZT a *t * se P sis ^sociated 

relied on by the Exaniner does not Sde tZ^TT' ^ hc ^^ that the reference 
claimed invention. P m dlsc l<«ure sufficient to arrive at the 

^consideration and withdrawal of the rejection are respectfully requested. 
Rejection under 35 USC §203 

referee, the op^g condiC^S^ST T*^ * ** 

ofa^W artist AppJicaa^Sy^: 31 ^^™ 11 ^^ 

combination would work to produce beneficial results?^' modlfi ^<>n or 

3. The prior art references(s) must teach or &\m*»<t »n rt f»^*i \ 

the claims. Uggest aI1 of lhe Memento and limitations recited in 

fSyTo^ 

su PP o rt a35U.S.C. § i?S 

is based must be set forth fa the Office Action ^«nH 0n 3,1 rejection 
motivation, without any articulatT^ ^l ? 1USWy stateme °te of similarity or 
fectual findings. * ° r 6Vldentiai y su PP ort » d ° ** constitute sufficient 
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In order for the second criteria to be met, a person of skill in the art should be able to arrive at a 
claimed invention through a minimum of experimentation. However, Penrella et al disclose 
research findings and applications based on sepsis-associated hypotension which are completely 
unrelated to the field of Applicant's endeavor and irrelevant to the specific problems with which 
the inventor was concerned. On ttu$ basis, the findings of Penrella et al can not be extrapolated 
to the findings and applications of present invention, i.e. assessing a dementing disease. By way 
of example, the methods for making a determination of sepsis-associated disclosed by 
Perrella et al specifically rely on detecting elevated levels of HO-1 in the vascular tissue of a 
patient compared to a normal control. The correlation of elevated HO-1 levels to sepsis- 
associated hypotension has permitted a method for preventing the disease to be established 
through selective inhibition of HO-1 expression or enzymatic activity. In contrast, the 
applications of the present invention are predicated on a finding that reduced levels of HO-1 
protein or HO-1 encoding nucleotide sequence levels compared to a normal control can be 
correlated to a dementing disease. As such, there is absolutely no suggestion in the teachings of 
Perrella et al y or predictability in the an, that would provide direction for a skilled artisan to 
follow in order to arrive at the claimed invention with any reasonable expectation of success. 

In addressing the third criteria, it is asserted that the prior art reference does not teach or suggest 
all of the elements and limitation recited in the claims. Moreover, as discussed above, Applicant 
disagrees that printed matter 5 * for using a known product does not lend patentable distinction to 
a claimed invention. 

Again referring to In re Miller, 418 R2d 1392, 64 USPQ 46 (CCPA 1969), the claims were 
rejected because they included limitations that were directed to printed matter. The court 
reversed the rejection and held that: 

The fact that printed matter by itself i$ not patentable subject matter, because non- 
statutory, is no reason for ignoring it when the claim is directed to a combination. 
Here there is a new and unobvious functional relationship between a measuring 
receptacle, volumetric indicia thereon indicating volume in a certain ration to 
actual volume, and legend indicating the ration, and in our judgement the 
appealed claims properly define this relationship. 

Thus, the court held that if printed matter is functionally related to the other elements of the 
invention, the printed matter must be considered in determining whether the claimed invention is 
nonobvious in view of the prior art. "The Examiner cannot dissect a claim, excise the printed 
matter from it, and declare the remaining portion of the mutilated claim to be unpatentable. The 
claims must be read as a whole ," (Emphasis added.) 

Reconsideration and withdrawal of the rejection are respectfully requested. 
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In view of the ft^otag, ear.y Svo^ble cons,*™™ of flu* applied is eamealy soli*,*, 



Respectfully submitted, 
SMART & BIGGAR 



Date: December 23, 2003 

Correspondence Address: 

Lorusso & Loud 

3137 Mount Vernon Avenue 

Alexandria, Virginia 22305 

U.S.A. 



By 




J/5V W Morrow 
fcg.No. 30,911 
Tel.: 613-232-2486 
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